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Applicant:

Gamma Medica-Ideas, Inc.
19355 Business Center Drive, Suite #8

Northridge, CA, 91324 U.S.A.
Phone: 818-709-2468
Fax: 818-709-2464

Contact Person:

Albert Boniske
Regulatory Consultant for Gamma Medica-Ideas, Inc.
75 5 N. Mathilda Avenue, Suite 100
Sunnyvale, CA 94085 U.S.A.
Phone: 408-400-0856 ext. 113
Fax: 408-400-0865

Date Prepared: June 17, 2011

DEVICE INFORMATION

Trade Name:

Molecular Breast Imaging Software

Generic/Common Name:

Picture Archiving and Communications System

Classification:

21 CFR§892.2050

Product Code:

LLZ

PREDICATE DEVICE(S)

*HERMES HDAQ Acquisition Station and HERMES Workstation (K002782)

*Segami Mirage (Release 5.0) (KO 10726)

*Philips Medical Systems (Cleveland) NM Application Suite (K080961)
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5 10(k) PREMARKET NOTIFICATION

SECTION 5
510(k) SUMMARY (CONT.)

INTENDED USE

The Molecular Breast Imaging Software is designed to acquire nuclear medicine image
data from the Gamma Medica-Ideas LumaGEM gamma camera systems. The
Molecular Breast Imaging Software allows images and data to be stored, communicated,
processed, analyzed, and displayed on a compatible workstation.

PRODUCT DESCRIPTION

The Gamma Medica-Ideas Molecular Breast Imaging Software ("MBI Software") is a
software tool intended to display and process breast images captured with the Gamma
Medica-Ideas LumaGEM M gamma camera systems. The MBI Software contains
functions of study display, Gray and Inverse Gray Images, Window/Level changes,
Measuring Tool, image processing, and Save, Sum, and Reload (both raw and processed).
Image processing is based on pixel-by-pixel analysis and algorithmic filters applications.
The MBI Software application supports simultaneous display of multiple images,
allowing the user to visualize several angles of the imaged breast tissue at once. The
MBI Software is compatible with DICOM and other formats.

SUBSTANTIAL EQUIVALENCE

The proposed indications for use for the Molecular Breast Imaging Software are
substantially equivalent to the indications for use for the predicate devices. Any
differences in the technological characteristics between the devices do not raise any new
issues of safety or effectiveness. Thus, the Molecular Breast Imaging Software is
substantially equivalent to the predicate devices.

TESTING IN SUPPORT OF SUBSTANTIAL EQUIVALENCE DETERMINATION

All necessary performance bench testing was conducted on the MBI Software to support
a determination of substantial equivalence to the predicate devices. The MBI Software is
based on a clinically validated software application, which was designed for breast tissue
screening using gammna cameras. All necessary verification and validation testing was
conducted to ensure that the MBI1 Software performs as intended. This testing included:

* Software verification and validation

* Direct comparison testing between the subject device and the original application

SUMMARY

The results of the software verification and validation testing and the direct comparison
testing has demonstrated that the Molecular Breast Imaging Software performs as
intended. As such, the Molecular Breast Imaging Software is substantially equivalent to
the predicate devices.
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Gamma vI ed ica- Ideas Incorporated
% \Mr. Albert IBoniske
Senior IManager1 ofRkeg u Iatoivr A ffairs
Fx per ien Grou p I.L C
733 N. N'lnh i Ida Avenlue. Suite I100
SUNNYVALE CA 94085

Re: K1 1173 1
Irade/Device Name: tMolecular Breast lImaging Software
Regtrlation Number: 21 CF7R 892.2050
Relrr I ation N arie: Picture arch ivinrg arid Coln rn n icatiorIS systemn
Regu'Llatory Class: 11
Product Code: LLZ
Dated: Junre 1 7, 2011
Received: June 20. 2011

Dear Mrh. 3oniske:

We have reviewed your Section 510O(k) premnarket notification of intent to market the device
referenced above arid have deternined the device is substantially equivalent (For tie indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
corinirce prior to tMay 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
arid Cosmectic Act (A-ct) that do riot reqluire approval of a premarket approval application (PM/A).
YOU may. therefore, market the device, subject to the general controls provisions of the Act. The
,general controls provisions of the Act include teqtrirements for annual registration, listing of
devices. Lzood manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If yOur device is classified (see above) into class 11 (Special Controls), it may be Subject to Such
additionial conitrolIs. Existing inajor regulations affecting your device can be Fou~nd in Title 2 1,
Code of' Federal Regulations (C FR1), parts 800 to 895. Fi additionr, FDA may purblish Further
annouriceirti is co ncernring your device in the Federal [(ci ster

Please be advised that FDA's issuance of a substantial eqtrivalence determination does not mean
that FDA has riacde a determinat ion that your device comipl ies \with other reqlui rements of thle Act
or any\ Federal statutes and regtr latioris administered liv other Federal aeis.YOU Miust
corn ply wit ill the Act's reqiremnnrts, inclIudirig. but not li mi ted to: regi stratiori and listingo (2 1
CFR P~art 8071): labeling (2 1 CFR Parts 80 1 and 809); medical device reporting (reporting o0f



ned i cal device-relIated advcerse ev\'ents) (2 I C R 80 3); and (good rn antik ILcI In pr )Iact ice
req 1.1 irenils as set fothl i thle quality systems (QS5) reglation (2 1 C FR Part 82). This [etter
will all ow vo t'1 o be vin miarketing ylour devi ce as described inl yo tI SCt ion 5 10(k) premarket
notification. The FDA finding of7 StIbstantial equivalence of your device to at legally marketed
1)10(1icate deice C reslts in aI Classifi caiti on for Your device anid thuLs, permIIits yourI device to
proceed to the market.

If you decsire specific advice for)I your_ devlice On our I Thelirug regulationi (21I C 1R Parts 801I anld
809); p)lease co ritact theC Office of In l,o Diagntost;ic Device iMVll ti i anld Safety at (30 1) 796-
5450. AlIso, pl ease nlote the regu ilationl entitled, ''Misbranding by ic ferecec to premarket
notification" (21I CERZ Part 807.9)Fo queCstions regarding thre reporting oF ad verse events
tinder the N'fDI< reglationI (21 CE'R lPait 803), please go to

htt&/ww~fd~go/Meica Deice/Safty/epota~oblm/cefailntrnfor the CDI-f's Office
of'Surveillance and Biomnetrics/Divisionl Of Postmlarket Surlveillance.

YOU may obtain other general in formiation onl your responsibilities tinder the Act front the
IDivision of S mall M~anufacturers, International and Consumer Assistance at its toll -flee nlumber
(800) 638-2041 or (301) 796-7100 braIt its Internet address

Sincerely Yours,

Mary S. Pastel, Se.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center forl Devices and Radiologicall-Health

En~closure



Indications for Use

510(k) Number (if known): K1 11731

Device Name: Molecular Breast Imaging Software

Indications for Use:

The Molecular Breast Imaging Software is designed to acquire nuclear medicine image data
from the Gamma Medica-Ideas LumaGEMT gamma camera systems. The Molecular Breast
Imaging Software allows images and data to be stored, communicated, processed, analyzed and
displayed on a compatible workstation.

Prescription Use X AND/OR Over-The-Counter Use ___

(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)
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(0) sion Sign-Oft)
Division rf adiological Devices

Office of InVitro Diagnostic Device Evaluation and Safety
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